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ACCORD SERIES K Short-term Study - EHCK6/01/03 (AA02981) 


A 



Planned 

Actual 

Comments 


Start 

Finish 

Start 

Finish 


Dra ft Protocol 

- 

- 

23 Jan 03 

30 Apr 03 


!RB Review 

- 

06 May 03 

- 

06 May 03 

Approved tdated 0/ Max 03) 

Amendments 

LOAC41 

LOAC42 

Nr! 

06 Jan 

i 0 Jun 

06 Jun 

27 May 03 

17 Jun 03 

10 Jun 03 

1RB Approved (dated 22 May 03) 
IRB Approved (dated 1 7 Jun 03) 
Approved 10 Jun (dated 09 Jun 03) 

Recruiting 

29 Apr 03 

2 Jim 03 

29 Apr 03 

02 Jun 03 

470 subjects as of 4 Jun 

Screening 

3 Jun 03 

12 Jun 03 

03 Jan 03 


June 3-6 screen, June 11-12 phys. 
Additional screening 11 Jun 
cancelled, phys 12 Jan 

Agreements/Proposals 

Recruitment (PA) 

Screening, execution (PA) 

44 Amend 1 for Prot Amend 1 

75 May 03 

02 Jun 03 

21 Jul 03 

14 Apr 03 

16 May 03 

18 Jul 03 

29 Apr 03 

02 Jun 03 

30 Jul 03 

MDS 442. Advertising, 1CF 

MDS 444 

To MDS 30 Jul 03—fully signed 

Analysis-Scherer (PA) 
Analysis-Arista (A P/PO) 
Anaiysis-Covance. (PA) 

Monitoring (AP/PO) 

14 May 03 
14 May 03 

14 May 03 

14 May 03 

29 Jun 03 

29 Jun 03 

29 Jun 03 

29 Jun 03 

19 May 03 

14 May 03 
28 May 03 

25 May 03 

27 May 03 
30 Jul 03 

08 Jul 03 

#7, valine adducts 
filter analysis 

414. caffeine, 8-epi, 11-dehy 
Clinimetrics 

Study Conduct 

19 Jim 03 

_ _ .. 

30 Jun 03 

19 Jun 03 

30 June 03 

120 Subjects randomized and 
completed 

Topography Data 

30 Jun 03 

15 Jut 03 

30 Jun 03 

15 Ju! 03 


Lab Analysis (clin and ext) 

COHh 

04 Jim 03 

15 Jul 03 

04 Jan 03 

15 Jul 03 

MDS 

Caffeine Analysis 

a ARP 

Needed 

-'H3D— 


01 Ang 03 

Covance 

,LDL, HDL, Hem. etc 

Fib, Von, HSC, Alb 

Valines 

Filter Analysis 0 <tj) 

Needed 

Needed 

7 July 03 

7 July 03 

TBD 

TBD 

^ACf03 

TBD 

09 Jul 03 

( 

31 Jul 03 

r (- ■> 4rtUi f 

MDS 

Esoterix/ UNMC 

ABF (shipped 08 Jul) 
tArista (shipped 08 Jul) 1400 
Samples analyzed 

SAP 


21 Jul 03 

- - ■ _ 


\27 JunOf^ 


DB-Lock 

Clinical 

Analytical 

Statistical 


IS Jul 03 

08 Sep 03 _ 
22 Sep 03 

till Ml 

21 Jul 03 

Without Mini MA 

Preliminary Data 

Figs & Tabs 


31 July 03 




Monitoring 

22 July 03 

15 Aug 03 



22-25 July, 12-15 Aug. 19-22 Aua 

Draft Report 


30 Nov 03 




Draft Report Review 

1 Dec 03 

15 Dec 03 




Final Report 


31 Dec 03 





Issues/Decisions 

Resolution 

1. Confirm whether MHBMA should remain in urinary biomarkers for study 



/ 

/ 


Action items / 

Due Date 

Done 

MDS 

PM 

1. Discussion around ETS analysis/process. Schedule / 
teleconference. ETS data sent to Nancy week of 07/2B/03. 

23 Jut 03 


KP 

JO 
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ACCORD SERIES K Short-term Study - EHCK6/01/03 (AA02981) 



Planned 

Actual 

Comments 


Start 

Finish 

Start 



Draft Protocol 

- 

- 

23 Jan 03 



IRB Review 

- 

06 May 03 



Approved (dated 01 May 03) 

Amendments 

LOACH) 

. 



27 May 03 

IRB Approved (dated 22 May 03) 

LOACH2 




i 7 Jun 03 

IRB Approved (dated 17 Jun 03) 

Nr) 

06 Jun 

10 Jun 

06 Jun 

10 Jun 03 

Approved 10 Jun (dated 09 Jun 03) 

Recruiting 

29 Apr 03 

2 Jun 03 

29 Apr 03 

02 Jun 03 

470 subjects as of 4 Jun 

Screening 

3 Jun 03 

m 



June 3-6 screen, June 11-12 phys. 
Additional screening 11 Jun 
cancelled, phys 12 Jun 

Agreements/Proposals 

Recruitment (PA) 

. 

. 

14 Apr 1)3 

29 Apr 03 

MDS #42, Advertising, IGF 

Screen/ tig, execution (PA) 

] 5 May 03 

02 Jun 03 

16 Mciv 03 

02 Jun 02 

MDS #44 

44 Amend 1 for Prat Amend 1 

- 

21 Jul 03 

18 Jul 03 

30 jul 03 

To MDS 30 Jul 03-fully .signed 

A mil vsis-Scherer (PA) 

14 May 03 

29 Jun 03 

19 May 03 

08 Aug 03 

#7. valine adducts 

Ana!vsis-Arista (AP/PO) 

14 May 03 

29 Jun 03 

14 May 03 

27 May 03 

filter analysis 

Analvsis-Covance t PA) 

14 May 03 

29 Jun 03 

28 May 03 

30 Jut 03 

#14, caffeine, 8-epi, 11-dehy 

Monitoring (AP/PO) 

14 May 03 

29 Jim 03 

25 May 03 

OS Jul 03 

Clinimetrics 

Study Conduct 

19 Jun 03 

50 Jun 03 

19 Jun 03 

30 June 03 

120 Subjects randomized and 
completed 

Topography Data 


15 Jul 03 

30 Jun 03 

15 Jul 03 


Lab Analysis (clin and ext) 

COfJh 

1 

15 Jul 03 

04 Jun 03 

75 Jul 03 

MDS 

Caffeine Analysis 

9 • 



01 Aug 03 

Covance 

4-ABP 


TBD 



Covance 

LDL, IIDL, Hem, etc 

Needed 

TBD 



MDS 

Fib, Von, HSC, Alb 

Needed 

TBD 



Esoterix/ UNMC 

Valines 

7 July 03 

31 Sep 03 

09 Jul 05 


ABF (shipped OS Jul) 

Filter Analysis 

7 July 03 

- 

9 Jul 03 

1 Aug 03 

Arista, 1400 samples analyzed 

SAP 

21 Jut 03 


27 Jun 03 


Working on 

DB-Lock 

Clinical 


IS Jul 03 


21 Ju t 0 3 

CCSR to QA wk of 25 Aug 03, 
need edit cheeks 

Analytical 


08 Sep 03 



Without MHBMA (MHBMA 

Statistical 


22 Sep 03 



locks 9/29 +• 2 weeks for 
tables/figures) 

Preliminary Data 






Figs & Tabs 


31 July 03 


31 Jul 03 

COHB and topography tables 


13 Oct 03 



Analytical tables and figures 

Monitoring 

22 July 03 




22-25 July, 12-15 Aug, 19-22 Aug, 
26-29 Aua 

Draft Report 


1 Dec 03 




Draft Report Review 


!■ 




Final Report 


31 Dec 03 





Issues/Decisions 

Resolution 

1 . 



Action items 

rnmrmrn 

9 


PM 

1. Summary tables for 3-HPMA data sent to PM as soon as 
possible 

27 Aug 03 



MG 

2. 


_ 
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ACCORD SERIES K Short-term Study - EHCK6/01/03 (AA02981) 



Planned 

Actual 

Comments 

_ 

Start 


Start 

Finish 


Draft Protocol 

- 

- 

23 Jan 03 

30 Apr 03 


IRB Review 

- 

06 May 03 

- 

06 May 03 

Approved (dated 01 Mar 03) 

Amendments 

LOAC HI 




27 May 03 

IRB Approved (dated 22 May 03) 

DO AC H2 




17 Jim 03 

IRB Approved (dated 17 Jun 03) 

Nr1 

06 Jun 

10 Jun 

06 Jun 

10 Jun 03 

Approved 10 Jun (dated 09 Jun 03) 

Recmiting 

29 Apr 03 

2 Jun 03 


02 Jun 03 

470 subjects as of 4 Jim 

Screening 

3 Jun 03 

12 Jim 03 

03 Jun 03 


June 3-6 screen, June 11-12 phys. 
Additional screening 11 Jun 
cancelled , phys 12 Jun 

Agreements/Proposals 

Recruitment (PA) 



14 Apr 03 

29 Apr 03 

MDS #42, Advertising, ICF 

Sc reel lint;, execution (PA) 

15 May 03 

02 Jun 03 

16 May 03 

02 Jun 03 

MDS #44 

44 Amend / for Prot Amend / 

- 

21 Jul 03 

IS Jul 03 

30 Jul 03 

To MDS 30 Jul 03—fully signed 

Anal vsis-Scherer (PA) 

14 May 03 

29 Jun 03 

19 May 03 

OS Aug 03 

#7. valine adducts 

Analvsis-A rista (A P/PO) 

14 May 03 

29 Jun 03 

14 May 03 

27 Mas 03 

filter analysis 

Analysis-Covance {PA) 

14 May 03 

29 Jun 03 

28 May 03 

30 Jul 03 

HI4. caffeine, 8-epi , 11 -deity 

Monitoring (AP/PO) 

14 May 03 

29 Jun 03 

25 May 03 

08 Jul 03 

Clinitnetrics 

Study Conduct 

19 Jim 03 

30 Jim 03 

19 Jim 03 

30 June 03 

120 Subjects randomized and 
completed 

Topography Data 

30 Jun 03 

15 Jul 03 

30 Jun 03 

15 Jul 03 


Lab Analysis (clin and ext) 

COHh 

04 Jun 03 

15 Jul 03 

04 Jim 03 

15 Jul 03 

MDS 

Caffeine Analysis 




01 Aug 03 

Covance 

4-ABP 

Needed 

IBD 



Covance 

,LDL, HDL, Hem, etc 

Needed 

TBD 



MDS 

Fib, Von, HSC, Alb 

Needed 

TDD 



Esoterix/ UNMC 

Valines 

7 July 03 

31 Sep 03 

09 Jul 03 


ABF (shipped 08 Jul) 

Filter Analysis 

7 July 03 

- 

9 Jul 03 

1 Aug 03 

Arista, 1400 samples analyzed 

SAP 

21 Jul 03 


27 Jun 03 


Working on 

DB-Lock 

Clinical 


IS Jul 03 


21 Jul 03 

CCSR to QA wk of 25 Aug 03, 
need edit checks 

Analytical 





Without MHBMA (MHBMA 

Statistical 


22 Sep 03 



locks 9/29 + 2 weeks for 
tables/tigures) 

Preliminary Data 






Figs & Tabs 


31 July 03 


31 Jul 03 

COHB and topography tables 


13 Oct 03 



Analytical tables and Figures 

Monitoring 

22 July 03 

<^TftTd Seri A 



'.a? ■*: .Hiisl 

Draft Report 


1 Dec 03 




Draft Report Review 


15 Dee 03 




Final Report 


31 Dec 03 





Issues/Decisions _— 

Resolution 


——-L3_Aug 03 


1 Action items 

Due Date 

Done 

MDS 

PM 

* 1. Summary tables for 3-HPMA data sent to PM as soon as 
possible f 

27 Aug 03 

13 Aug 03 

NW 

MG 

2. Analysis plan details for filter analysis provided to MDS 



NW 

QL 
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ACCORD SERIES K Short-term Study - EHCK6/M/03 (AA02981) 



Planned 

Actual 

Comments 

k_ 

Start 

Finish 

Start 

Finish 


Draft Protocol 

- 

- 

23 Jan 03 

30 Apr 03 


IRB Review 

- 

06 May 03 

- 

06 May 03 

Approved ( dated 01 Max 03) 

Amendments 

LOACH! 

UQACtn 

- 

- 


27 May 03 
17 Jim 03 

IRB Approved (dated 22 May 03) 
IRB Approved (dared 17 Jun 03)- 

Nrt 

06 Jun 

10 Jun 

06 Jun 

10 Jim 03 

Approved 10 Jun ( dated 09 Jim 03) 

Recruiting 

29 Apr 03 

2 Juti 03 

29 Apr 03 

02 Jun 03 

470 subjects as of 4 Jun 

Screening 

3 Jun 03 

12 Jun 03 

03 Jun 03 


June 3-6 screen, June 11-12 phys. 
Additional screening 11 Jun 
cancelled, phys 12 Jun 

Agreements/Proposals 

Recruitment (PA ) 

Screening, execution (PA) 

44 Amend 1 for Prot A/ndnit 1 
Analysis-Seherer (PA) 
Analysis-Arista (AP/PO) 
Analysis-Covance ( PA ) 

Monitoring (AP/PO) 

15 May 03 

14 May 03 

14 May 03 

14 May 03 

14 May 03 

02 Jun 03 

21 Jul 03 

29 Jun 03 

29 Jun 03 

29 Jun 03 

29 Jun 03 

14 Apr 03 

16 May 03 

18 Jul 03 

19 May 03 

14 May 03 
23 May 03 

25 May 03 

29 Apr 03 

02 Jun 03 

30 Jul 03 

27 May 03 

30 Jul 03 

08 Jul 03 

AIDS 442, Advertising, ICF 

MDS 444 

Sent to MDS 30 Jul 03 
#7, valine adducts 
filter analysis 

414. caffeine, S-epi, II-deity 
Clinimecrics 

Study lend ad 

19 Jun 03 

30 Jun 03 

19 Jun 03 

„?0 June 03 

120 Subjects randomized and 
completed 

Topography Data 

30 Jun 03 

15 Jul 03 

30 Jun 03 

15 Jut 03 


Lab Analysis (clin and ext) 

COHh 

04 Jim 03 

15 Jul 03 

04 Jim 03 

15 Jul 03 

MDS 

4-ABP 

Needed 

IBP 



Covance 

LDL, HDL, Hem, etc 

Fib, Von, HSC, Alb 

Valines k 

Filter/mialysis i\( p HO 1' 

Needed 

Needed 

7 July 03 

7 July 03 

TBD 

TBD 

9 Aug 03 
TBD 

09 Jul 03 


MDS 

Esoterix/ UNMC 

ABF (shipped 08 Jul) 

SAP 


21 Jul 03 


Needed fff 


DB-Lock 

Clinical 

Analytical 

Statistical 


«so rtiSi# 

TBD 


)i£f)M$irir>A, 

————— -- yt 

Pending further Scheduling 

Preliminary Data 

Figs & Tabs 


31 July 03 




Monitoring 

22 July 03 

15 Aug 03 



22-25 July, 12-Adf Aug 

Draft Report 


30 Nov 03 




Draft Report Review 

1 Dec 03 

15 Dec 03 




Final Report 


31 Dec 03 





Issues/Decisions 

'-Resolution 

1. Confirm whether MHBMA should remain in urinary biomarkers for study /V 

1 dJl (WftcXS'-i 

r -1 

Action items 

Due Date 

Done 

MDS 

PM 

1. PA 44 amendment - MDS to Sign 

19 Jun 03 

18 Jul 03 

KP 

VK 

2. Discussion around ETSiWrfal y si s/process. Schedule 

23 Jul 03 


; kp 

i 

JO 


£ 
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V i/tACCORD SERIES K Short-term Study - EHCK6/01/03 (AA02981) 

1 




-- 

Planned 

Actual 

Comments 

Start 


Start 

Finish 


Draft Protocol 

- 

- 

23 Jan 03 

WJJSI9S/JH 


SR3 Review 

- 

06 May 03 

- 

06 May 03 

Approved (dated 01 May 03) 

Amendments 

LOACttl 

LOACU2 

Nr] 

06 Jim 

10 Jun 

06 Jun 

27 May 03 

17 Jun 03 

10 Jun 03 

IRB Approved (dated 22 May 03) 
1RB Approved (dated 17 Jun 03) 
Approved 10 Jun (dated 09 Jun 03) 

Recmklng 

29 Apr 03 

2 Jun 03 

29 Apr 03 

02 Jim 03 

470 subjects as of 4 Jun 

Screening 

3 Jun 03 

12 Jun 03 

03 Jun 03 


June 3-6 screen, June 11-12 phys. 
Additional screening 11 Jun 
cancelled, phys 12 Jun 

Agreements/Proposals 

Recruitment (PA) 

Screening, execution (PA) 

44 Amend 1 for Prot Amend / 

A nalysis-Scherer (PA) 
Analysis-Arista (AP/PO) 
Analysis-Covance (PA) 

Monitoring (AP/PO) 

15 May 03 

14 May 03 

14 May 03 

14 May 03 

14 May 03 

02 Jun 03 

21 Jul 03 

29 Jun 03 

29 Jun 03 

29 Jun 03 

29 Jun 03 

14 Apr 03 

16 May 03 

18 Jul 03 

19 May 03 

14 May 03 

28 May 03 

25 May 03 

29 Apr 03 

02 Jun 03 

30 Jul 03 

08 Aug 03 

27 May 03 
30 Jul 03 

08 Jul 03 

MDS #42, Advertising, 1CF 

MDS #44 

To MDS 30 Jul 03-fully signed 
#7, valine adducts 
filter analysis 

#14, caffeine, 8-epi, 11-dehy 
Clinimetrics 

Study Co&dsfct 

19 Jim 03 

30 Jun 03 

19 Jun 03 

30 June 03 

120 Subjects randomized and 
completed 

Topography Data 

30 Jun 03 

15 Jul 03 

30 Jun 03 

15 Jul 03 


Lab Analysis (din and ext) 
COHb 

Caffeine Analysis 

4-ABP 

LDL, HDL, Hem, etc 

Fib, Von, HSC, Alb 

Valines 

Filter Analysis 

04 Jun 03 

Needed 

Needed 

Needed 

7 July 03 

7 July 03 

15 Jul 03 

TBD 

TBD 

TBD 

31 Sep 03 

04 Jun 03 

09 Jul 03 

9 Jul 03 

15 Jul 03 

01 Aug 03 

1 4«g 03 

MDS 

Covance 

Co vance 

MDS " 

Esoterix/ UNMC 

ABF (shipped 08 Jul) 

Arista, 1400 samples analyzed 

SAP 

21 Jul 03 


27 Jun 03 


forking on 

DB-Lock 

Clinical 

Analytical 

Statistical 


IS Jul 03 

08 Sep 03 

22 Sep 03 


- 6 —- 

21 Jul 03 

Without MHBMA (MHBMA 
locks 0/29 + 2 weeks for 
tables/figures) 

Preliminary Data 

Figs & Tabs 


31 July 03 

13 Oct 03 


31 Jul 03 

COHB and topography tables 
Analytical tables and figures 

Monitoring 

22 July 03 

22 Aug 03 


~\<W 

22-25 July, 12-15 Aug, 19-22 Aug 

Draft Report 


30 Nov 03 




Draft Report Review 

1 Dec 03 

15 Dec 03 




Final Report 


31 Dec 03 







Issues/Decisions f 1 

Resolution 

1 -M+fB VIA anaivehrsJs^wJA^^mai&Jji^onarv hinmarlcers fnr stiiHv_ &MJ— --- 


1- rf-— - 11 P _ ( '■ 1 


Action items 

Due Date 

Done 

MDS 

PM 

1. Discussion around ETS analysis/process. Schedule 

teleconference. ETS data sent to Nancy week of 07/28/03,. 

23 Jul 03 

13 Aug 03 

KP 

JO 

2. Analysis plan details for filter analysis provided to MDf/ 

21 Aug 03 


NW 

QL 
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ACCORD SERIES K Long-term Study - EHCK6/02/03 (MDS #AA03468) 


Comments 



Draft Protocol 


IRB Review 


Amendments 

Nr. ! 


Recry j tin 


Finish I Start 


30 Sep 03 08 Aug 03 


Finish 


1 Oct 03 7 Oct 03 


Topography Data _ 

Lab Analysis (clin and ext 
SAP 

DB-Lock 

Clinical 

Analytical 

Statistical _ 

Prelimmary Data _ 

Monitoring 

Draft Report _ 

Draft Report Review 
Final Report 


13 May 04 
12 Aug 04 
26 Aug 04 


21 Oct 04 
04 Nov 04 
02 Dec 04 


To send draft by 08 Sep to meet 
timelines 



n.im'jtm 





Issues/Decisions _ Resolution 

1. Plan to use WatchP C device during study (to track daily cigarette consumption) 8 Aug 03 

2 . 


Action items ___ 

1. Study confirmation, including recruiting/screening/study 

conduct dates _ 

2. Postponement costs for Jun 03 needed _ 

3. Estimate of subjects willing to continue from 

EHCK6/01/03 _ 

4. Decision on whether smoking at days -1 and day 8 need ft 

be controlled (as in EHCK6/01/03)^ _ 


Due Date 

Done MDS 

PM 

22 Aug 03 

KP 

VK 

18 Aug 03 

KP 

VK 

21 Aug 03 

KP 

MG 

21 Aug 03 

MS 

MG/BZ 
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ACCORD SERIES K Long-term Study - EHCK6/02/03 (MBS #TBD) 


Draft Protocol 


IRB Review 


Amendments 

Nr. 1 


Recruitin 


Screening 

Agreements/Proposals 


Study Conduct 


Topography Data 


Lab Analysis (clin and ext) 


SAP 


BB-Loek 


Preliminary Data 


Monitorin 


Draft Report 


Draft Report Review 


Final Report 


Planned 


Start Finish 


TBD OffSep 03 


1 Oct 03 1/7 Oct 03 N 


Actual 


Start Finish 


Comments 



13 Nov 03 I 4/29/04 



Target 100 subjects. Prefer to use 
as many of the subjects from the 
EHCK6/01/03 study as possible. 



Issues/Decisions 


1 . 


Resolution 



Action items 

Due 

Date 

Done 

MDS 

PM 

1. Study outline 



KP 

MG 

2. Study confirmation, including recruiting/screening/study 
conduct dates 

1 Aug 03 



VK 
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